REMARKS 

The Office Action of December 10, 2008 has been carefully 
considered . 

Claims 1-18, 20, 25-45, 47, 52-54 and 118-121 have been 
rejected under 35 USC 112, 1 st paragraph, on the basis that the 
specification does not provide support for the oral mucosa or 
outer surface thereof. 

While Applicants disagree with this rejection, in order 
to advance prosecution the claims have been amended to delete 
all references to the "oral mucosa," and withdrawal of this 
rejection is requested. 

Claims 1-4, 11-16, 18, 20, 25-31, 38-43, 45, 47, 52-54 
and 118-119 have been rejected under 35 USC 103(a) over Sakuma 
et al (US 5,584,688) in view of Pfeiler et al (US 5,558,640), 
while claims 1-4, 11-16, 18, 20, 25-31, 38-43, 45, 47, 52-54 
and 120-121 have been rejected under 35 USC 103(a) over 
Cournut et al (US 4,020,558) in view. of Pfeiler et al. In 
addition, claims 5-10 and 32-37 are rejected under 35 USC 
103(a) over Sakuma/Pf eiler in view of Feingold (US 4,871,351) 
or over Cournut /Pfelier in view of Feingold, claims 17 and 44 
have been rejected under 35 USC 103(a) over Sakuma/Pf eiler in 
view of Eppstein et al (US 5,458,140) and over Cournut/Pf eiler 
in view of Eppstein et al. 

Claims 1 and 28 have been canceled and replaced by new 
claims 122 and 125, respectively. These new independent claims 
recite that the oral device for controlled drug release 
comprises a dental implement including a plate adapted and 
configured to fit in an oral cavity for buccal or sublingual 
administration for direct absorption of a drug to the blood 
stream of a subject. The plate includes a reservoir containing 
a drug and a drug release mechanism selected from the group 
consisting of electrotransport mechanisms, electromechanical 
mechanisms and electronic mechanisms, configured for providing 
the controlled drug release from the reservoir. The dental 
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implement is selected from the group consisting of a dental 
bridge, partial dentures, full dentures, braces, a molar band, 
a night guard, and a mouth guard. Support for these claims is 
found in the specification as published in paragraphs [0248], 
[0249], [0254], [0279] and Figs. 11C, 11D, 12E and 12F. 

New claims 123 and 124 have been added to the application 
consistent with the drafting of new claims 122 and 125, 
reciting that the drug release mechanism includes a device 
mounted on a back side of said plate, and that the plate is 
adapted and configured to fit under a tongue or against a roof 
of the mouth of said subject, as disclosed in the 
specification as published in paragraph [0254] and Fig. 12F. 

The claimed invention is now limited to a dental 
implement including a plate that delivers a drug from a 
reservoir in the plate, by means of an electrical drug release 
mechanism also in the plate. The different delivery locations 
and devices of Sakuma et al, Pfeiler et al and Eppstein et al 
and the invention require essentially dissimilar design 
features, rendering them mutually exclusive. 

Thus, Sakuma et al discloses a medicine injection device 
for introducing medicine into the gingiva from a reservoir in 
an artificial tooth root or crown, Pfeiler et al describes an 
implantable infusion apparatus, and Eppstein et al discloses a 
method of enhancing the permeability of the skin or mucosa to 
an analyte for diagnostic purposes utilizing ultrasound or 
ultrasound plus a chemical enhancer. 

Cournut et al discloses "a buccal implant constituted by 
at least one plate of small thickness formed of material 
containing solubilizable substances" (see Abstract). The plate 
is fastened to the teeth in order to pass the solubilizable 
substances into the saliva. Cournut et al does not teach or 
suggest providing a drug release mechanism in the plate 
selected from the group including electrotransport mechanisms, 
electromechanical mechanisms and electronic mechanisms, as now 



claimed. Furthermore, the plate of Cournut et al merely 



includes means for fastening the plate to a tooth, and is not 
included in a dental implement, as is the plate of the 
invention. Thus, the different delivery mechanism of the 
invention dictates essentially dissimilar design features 

compared to Cournut et al. 

As opposed to delivery to saliva as in Cournut et al, 
drug delivery according to the claimed invention is by direct 
absorption of a drug to the blood stream of a subject, by 
buccal or sublingual administration. 

As stated above, Pfeiler et al and Eppstein et al do not 
relate to delivery of medicines to the mouth of the patient, 
and cannot cure the defects of Sakuma et al or Cournut et al. 

Withdrawal of these rejections is requested. 

In view of the foregoing amendments and remarks, 
Applicants submit that the present application is now in 
condition for allowance. An early allowance of the 
application with amended claims is earnestly solicited. 



Respectfully submitted, 
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